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PCB’s in such formulations by other
appropriate means. On or before Sept.
4, 1973, any such fluid formulated with
PCB’s must to the fullest extent pos-
sible commensurate with current good
manufacturing practices be replaced
with a heat exchange fluid that does
not contain PCB'’s.

(if) Eliminate to the fullest extent
possible commensurate with current
good manufacturing practices from the
establishment any other PCB-con-
taining equipment, machinery and ma-
terials wherever there is a reasonable
expectation that such articles could
cause food-packaging materials to be-
come contaminated with PCB’s either
as a result of normal use or as a result
of accident, breakage, or other mishap.

(iii) The toxicity and other charac-
teristics of fluids selected as PCB re-
placements must be adequately deter-
mined so that the least potentially
hazardous replacement is used. In mak-
ing this determination with respect to
a given fluid, consideration should be
given to (a) its toxicity; (b) the max-
imum quantity that could be spilled
onto a given quantity of food before it
would be noticed, taking into account
its color and odor; (c) possible signaling
devices in the equipment to indicate a
loss of fluid, etc.; and (d) its environ-
mental stability and tendency to sur-
vive and be concentrated through the
food chain. The judgment as to wheth-
er a replacement fluid is sufficiently
non-hazardous is to be made on an indi-
vidual installation and operation basis.

(c) The provisions of this section do
not apply to electrical transformers
and condensers containing PCB’s in
sealed containers.
§109.16 Ornamental and decorative
ceramicware.

(a) Lead is a toxic metal that is used
as a component of glazes and decora-
tive decals on ceramics, including some
ornamental and decorative
ceramicware. The use of ornamental or
decorative ceramicware to prepare,
serve, or hold food may result in the
leaching of lead from the glaze or deco-
ration into the food. The provisions of
paragraph (b) of this section are nec-
essary to ensure that ornamental or
decorative ceramicware bear adequate
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indications that they are not to be
used for food-handling purposes.

(b) Ornamental or decorative
ceramicware initially introduced or
initially delivered for introduction into
interstate commerce on or after July
13, 1994 appears to be suitable for food
use will be considered to be for food use
unless:

(1) It bears:

(i) A conspicuous stick-on label on a
surface clearly visible to consumers
that states in legible script in letters
at least 3.2 millimeters (0.125 inch) in
height one of the following messages:
“Not for Food Use. May Poison Food,”’
““Not for Food Use. Glaze contains lead.
Food Use May Result in Lead Poi-
soning,”” and ‘‘Not for Food Use—Food
Consumed from this Vessel May be
Harmful,”” and

(if) A conspicuous and legible perma-
nent statement of the message selected
from paragraph (b)(1)(i) of this section
molded or fired onto the exterior sur-
face of the base or, when the
ceramicware is not fired after decora-
tion, permanently painted onto the ex-
terior surface of the base. This perma-
nent statement shall be in letters at
least 3.2 millimeters (0.125 inch) in
height, except that if insufficient space
exists for the permanent statement in
letters of such height, the statement
shall be in the largest letters that will
allow it to fit on the base of the piece,
provided that the letters are at least
1.6 millimeters (0.062 inch) in height; or

(2) A hole is bored through the poten-
tial food-contact surface.

(¢) In addition to steps required
under paragraphs (b)(1) and (b)(2) of
this section, the following optional in-
formation may be provided on the
ware:

(1) A further explanatory statement
concerning the decorative nature of the
piece, such as ‘“‘Decorative’” or ‘‘For
Decorative Purposes Only,” may be
used; however, such additional state-
ment shall be placed after the required
statement.

(2) A symbol may be used to advise
that a piece of ornamental or decora-
tive ceramicware is not to be used with
food, as illustrated below.
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The circle of the above symbol should
be at least 2.54 centimeters (1 inch) in
diameter. The symbol may be used on
the temporary label or applied to the
base of the piece in the same manner as
the permanent statement.

[59 FR 1641, Jan. 12, 1994]

Subpart B—Tolerances for Un-
avoidable Poisonous or Dele-
terious Substances

§109.30 Tolerances for polychlorinated
biphenyls (PCB’s).

(a) Polychlorinated biphenyls (PCB’s)
are toxic, industrial chemicals. Be-
cause of their widespread, uncontrolled
industrial applications, PCB’s have be-
come a persistent and ubiquitous con-
taminant in the environment. As a re-
sult, certain foods and animal feeds,
principally those of animal and marine
origin, contain PCB’s as unavoidable,
environmental contaminants. PCB’s
are transmitted to the food portion
(meat, milk, and eggs) of food-pro-
ducing animals ingesting PCB-con-
taminated animal feed. In addition, a
significant percentage of paper food-
packaging materials contain PCB’s
which may migrate to the packaged
food. The source of PCB’s in paper
food-packaging materials is primarily
of certain types of carbonless copy
paper (containing 3 to 5 percent PCB’s)
in waste paper stocks used for manu-
facturing recycled paper. Therefore,
temporary tolerances for residues of
PCB’s as unavoidable environmental or
industrial contaminants are estab-
lished for a sufficient period of time
following the effective date of this
paragraph to permit the elimination of
such contaminants at the earliest prac-
ticable time. For the purposes of this
paragraph, the term ‘‘polychlorinated
biphenyls (PCB’s)’” is applicable to
mixtures of chlorinated biphenyl com-
pounds, irrespective of which mixture

21 CFR Ch. | (4-1-08 Edition)

of PCB'’s is present as the residue. The
temporary tolerances for residues of
PCB'’s are as follows:

(1) 1.5 parts per million in milk (fat
basis).

(2) 1.5 parts per million in manufac-
tured dairy products (fat basis).

(3) 3 parts per million in poultry (fat
basis).

(4) 0.3 parts per million in eggs.

(5) 0.2 parts per million in finished
animal feed for food-producing animals
(except the following finished animal
feeds: feed concentrates, feed supple-
ments, and feed premixes).

(6) 2 parts per million in animal feed
components of animal origin, including
fishmeal and other by-products of ma-
rine origin and in finished animal feed
concentrates, supplements, and pre-
mixes intended for food producing ani-
mals.

(7) 2 parts per million in fish and
shellfish (edible portion). The edible
portion of fish excludes head, scales,
viscera, and inedible bones.

(8) 0.2 parts per million in infant and
junior foods.

(9) 10 parts per million in paper food-
packaging material intended for or
used with human food, finished animal
feed and any components intended for
animal feeds. The tolerance shall not
apply to paper food-packaging material
separated from the food therein by a
functional barrier which is imper-
meable to migration of PCB’s.

(b) A compilation entitled “Analyt-
ical Methodology for Polychlorinated
Biphenyls, June 1979 for determining
compliance with the tolerances estab-
lished in this section is available from
the Division of Dockets Management
(HFA-305), Food and Drug Administra-
tion, 5630 Fishers Lane, rm. 1061, Rock-
ville, MD 20852.

(c) A barrier is functional for pur-
poses of paragraph (a)(9) of this section
if the barrier limits migration of PCB’s
from the packaging material to food to
a level not exceeding the migration
which occurs under the same test con-
ditions from packaging material con-
taining 10 parts per million PCB with-
out the use of a barrier. A class of bar-
rier material is functional for purposes
of paragraph (a)(9) of this section if a
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